UMES Policy on Prompt Reporting of Reportable Incidents
Policy definitions
1. Non-compliance is defined by the UMES IRB as the failure to follow the research protocol, federal, state, or local laws or regulations governing human subjects research, institutional policies, or the requirements or determinations of the IRB. 
2. Prompt reporting means as soon as possible after the event is discovered and within 5 business days after the discovery of the event.  Any death must be reported within 24 hours after discovery.
3. Serious non-compliance is defined as non-compliance that: (a) significantly harms or poses an increased risk of significant harm to subjects or others, and or (b) significantly compromises the rights and welfare of the subjects or the integrity of the human research protection program.
4. Continuing non-compliance is defined as a pattern of non-compliance that significantly compromises the scientific integrity of the study and or the rights and welfare of the human subjects and or the integrity of the human research protection program.   
5. Unanticipated adverse device effect, per 21 CFR 812.3(s), means any serious adverse effect on health or safety or any life-threatening problem or death caused by, or associated with, a device, if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan or application (including a supplementary plan or application), or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of subjects.

The following incidents must be promptly reported to the UMES IRB:
1. All unanticipated problems involving risks to subjects or others.  An event is considered an unanticipated problem involving risks to subjects or others when it meets all the following criteria:
a. The incident is unexpected given the approved research protocol and the subject population;
b. It is related or possibly related to participation in the study; and 
c. It placed subjects or others at greater risk of harm than was known and or anticipated.

2. Any serious or continuing non-compliance with 45 CFR 46 or any serious or continuing non-compliance with the determinations of the UMES IRB.

3. Other events that require prompt reporting to the UMES IRB: a) unresolved subject complaints; b) potential breaches of confidentiality; c) incarceration of a subject enrolled in a study that was not approved by the UMES IRB to include prisoners and the subject and study team plan to continue study activities during the period of incarceration; d) unanticipated adverse device effects; and e) other events that should be promptly reported.

If you have questions about whether an incident must be promptly reported, please contact the IRB Chairperson.  Events that do not meet the above criteria should be summarized and reported to the IRB at the time of continuing review.  

The policy applies to all research studies that are overseen by the UMES IRB. For studies involving UMES investigators where UMES ceded review to another IRB, investigators must still report to the UMES IRB.

